CENTER FOR VETERINARY BIOLOGICSNOTICE NO. 03-07

Subject: Issuance of Licenses

To:

Veterinary Services Management Team
Directors, Center for Veterinary Biologics

Area Veterinarians in Charge, VS

April 10, 2003

Biologics Licenses, Permittees, and Applicants

The purpose of this notice is to bring to the attention of interested parties licenses issued
and terminated during the months of January, February, and March 2003. These do not
include those licenses reissued to update pertinent information. A product license or

permit for distribution and sale has been issued for each of the following:

Product | Establishment/
True Name Code Permittee Date
Bursal Disease-Newcastle Disease-Brornchitis- | 12M5.EO | Biomune Co. 03/27/03
Reovirus Vaccine, Standard and Variant, Mass. Est. 368
Type, Killed Virus
Canine Distemper-Adenovirus Type 2- 13D1.29 | Wyeth, Est. 112 | 01/14/03
Parainfluenza-Parvovirus Vaccine, Modified
Live Virus
Canine Distemper-Adenovirus Type 2- 1599.29 | Wyeth, Est. 112 | 01/14/03
Coronavirus-Parainfluenza-Parvovirus
Vaccine, Modified Live and Killed Virus
Pasteurella Multocida Bacterin, Avian Isolates, | 2705.02 | Wyeth, Est. 112 | 03/04/03
Types 1, 3,4, & 3x4
Moraxella Bovis Bacterin 2772.04 | Schering-Plough | 02/25/03
Animal Hedlth
Corp. Est. 165A
Mycoplasma Hyopneumoniae Bacterin 2775.02 | Wyeth, Est. 112 | 02/11/03
Mycoplasma Hyopneumoniae Bacterin 2775.03 | Newport 01/23/03
Laboratories, Inc.
Est. 455
Bovine IgG-Escherichia Coli Antibody, Bovine | 3610.00 | Imu-Tek Anima | 01/24/03
Origin Health, Inc.

Est. 395
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Product Establishment/
True Name Code Per mittee Date

Canine Distemper-Adenovirus Type 2- 4637.29 | Wyeth, Est. 112 01/14/03
Parainfluenza-Parvovirus Vaccine, Modified
Live Virus, Leptospira Bacterin

Canine Distemper-Adenovirus Type 2- 46J9.29 | Wyeth, Est. 112 01/14/03
Coronavirus-Parainfluenza-Parvovirus
Vaccine, Modified Live and Killed Virus,
L eptospira Bacterin

Canine Distemper-Adenovirus Type 2- 46B9.21 | Wyeth, Est. 112 01/14/03
Coronavirus- Parainfluenza-Parvovirus

Vaccine, Modified Live and Killed Virus,
Borrelia Burgdorferi- L eptospira Bacterin

Canine Coronavirus Vaccine, Killed Virus, 47E5.21 | Wyeth, Est. 112 01/14/03
Borrelia Burgdorferi-L eptospira Bacterin
Chronic Wasting Disease Antigen Test Kit, 5420.50 | VMRD, Inc. 02/28/03
Dot Blot ELISA Est. 332
Mycoplasma Hyopneumoniae Bacterin B775.03 | Protatek 01/23/03
International, Inc.,
Est. 329

Due to the acquisition of Biovet, USA, Establishment No. 600, by Newport Laboratories,
Inc., Establishment No. 455, the following products previously issued to Establishment
No. 600 have been reissued to Establishment No. 455:

Autogenous Vaccine, Killed Virus, Autogenous Bacterin, Code 4500.00

The following Establishment No. 600 licenses are reissued to Establishment No. 455 with
different code numbers to avoid duplication of numbers:

Autogenous Vaccine, Killed Virus, Code 1015.01 (formerly 1015.00)

Autogenous Bacterin, Code 2051.01 (formerly 2051.00)

/9/Richard E. Hill, Jr.

Richard E. Hill, Jr.
Director
Center for Veterinary Biologics
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